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At the Detroit Medical Center 

November 15, 2018 

U.S. Nuclear Regulatory Commission, Region III 
Materials Licensing Section 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532-4352 

RE: Medical event of9 November 2018 at Karmanos Cancer Center, license number 21-04127-
06 

On November 9, 2018, a medical event occurred in which 145.7 millicuries of Lutathera {Lu-
177-DOTA-O-Tyr-3-0ctreotate) was administered to a patient out of the prescribed 200 mCi, 
72.4% of the prescribed activity. 

Name of prescribing physician, authorized user (AU): Nitin Vaishampayan, M.D. 

Brief description of the event: 

The pharmaceutical is supplied in a 25 millilter unit dose vial holding 200 mCi of the drug. This 
radiopharmaceutical was infused intravenously by mixing with a saline drip at a rate of 200 
milliliters per hour. The saline enters the vial via a needle inserted through the rubber vial cap 
such that the needle is suspended in the air pocket on top of the fluid. The saline and drug 
mixture leaves the vial through a long second needle inserted to the bottom of the vial. The 
action of the saline forces the mixture out through the second needle to the patient via a catheter. 
The manufacturer's recommendation is to maintain the air pocket at the top of the vial for the 
duration of infusion. 

After explaining risks and benefits of Lutathera (Lu-177-DOT A-O-Tyr-3-0ctreotate) therapy for 
inoperable somatostatin receptor positive midgut carcinoid tumors, progressive under 

somatostatin analogue therapy to the patient, including radiation safety precautions, and 

obtaining consent, the patient was administered the Lutathera intravenously. 

At about 1-2 minutes after the start of infusion, the AU was notified by physicist (Geoffrey 

Baran) that the air/fluid level in the Lutathera bottle was rising. 

The following corrective measures were attempted: 

1) Verified that the normal saline needle was in the air cavity; verified that there were no 
kinks in the IV tubing 
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2) After seeing that the air/fluid level was still rising; the AU attached a syringe and injected 
about 5-10 cc of air into the Lutathera bottle to create a larger air/fluid level per the 
recommendations of the radiopharmaceutical supplier. 

3) After about 3-4 minutes, the air fluid level was once again rising in the Lutathera bottle. 
The AU again added air to the Lutathera bottle (about 5-10 cc). 

4) Liquid drops were appearing at the top of the Lutathera bottle. It was then decided to 
create a "air seal" using a Tegaderm adhesive patch which was placed on top of the 
Lutathera bottle. 

5) When the infusion was restarted after about 2 minutes, liquid drops started accumulating 
under the Tegaderm seal. 

6) The Tegaderm seal was removed and replaced with a second Tegaderm seal and the 
infusion was restarted. When the nurse noticed that a few drops were accumulating in the 
syringe that had been attached to add air to create a larger air-cavity, it was decided to 
discontinue the procedure. 

7) Joe Rakowski (radiation safety officer) was notified and he came to the patient's room. 

The full dose could not be delivered as there was loss of integrity of the air seal on the Lutathera 

vial. 

There were no patient complications throughout the procedure. 

The remaining amount of activity in the Lutathera bottle, tubing and syringes was assayed in the 

well chamber in the Gershenson Radiation Oncology Department and it was determined that 

145.7 millicuries of Lutathera had been administered intravenously. 

Why the event occurred: 

For this particular patient a Peripherally Inserted Central Catheter (PICC) was used as the route 
of administration. It was learned after the procedure that the positive pressure cap was in place 
on the PICC during the infusion. Although the positive pressure cap is the standard of care for 
chemotherapy drug infusions, in this case it was offering resistance to the flow which led to the 
fluid rise in the vial. Additionally, the height of the vial might have been too low relative to the 
entry point in the patient, losing the advantage of gravity influence on the flow. 

The effect, if any, on the individual who received the administration: 

There were no complications due to this administration. 

What actions, if any, have been taken or are planned to prevent recurrence: 

The written procedures have been amended to include the following: 

If a PICC is used for administration, the pressure cap must be removed before the 
start of infusion. 

The height of the vial above the floor should be greater than patient input port height. 



To prevent air leaks around the needle/rubber interface, needles must be inserted into 
the vial at an angle such that the weight of attached tubing will not move the needles 
and cause stretching of the rubber cap. 

If the fluid level starts to rise during infusion, switch off the saline infusion pump and 
attach a syringe to the saline tube Y connector. Inject about 5-10 cc of air into the 
Lutathera vial to create a larger air/fluid level, per the recommendations of the 
radiopharmaceutical supplier. Restart the saline pump when an appropriate fluid level 
is reached. 

The Time Out procedure has been amended to include the following checks: 

Positive pressure cap is removed from PICC line __ 

Lutathera vial height above the floor is greater than the patient input port height __ 

Certification that the licensee notified the individual {or the individual's responsible relative or 
guardian), and if not, why: 

The patient, her husband and Dr. Philip (the referring physician) were all notified and the patient 

was instructed to follow up with Dr. Phillip on 11/20/18 and will have an appointment for her 
next administration in 8 weeks (on Jan 4, 2018) 

Joseph T. Rakowski 
Radiation Safety Officer 
Karmanos Cancer Center 
4100 John R St. 
Mail Code GEOORO 
Detroit, MI 48201 
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